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3.0 510(k) Summary

Sponsor: Pioneer Surgical Technology, Inc.
375 River Park Circle
Marquette, Ml 49855
(906) 225-5602
Contact: Sarah McIntyre
Date prepared: August 18, 2011

Device Name: Streamline TL Spinal System

Classification Name: 888.3060, Spondylolisthesis Spinal Fixation Device System and 888.3070 Pedicle

Screw Spinal System, Class Ill

Product Codes: NKB, KWQ, MNH, MN, Panel Code 87

Predicate Device: K 110692 - Streamline TL Spinal System (SE date - May 12, 2011)

Description: The Streamline TL Spinal System consists of a variety of rods, pedicle screws,
connectors, set screws and other connection components used to build a spinal
construct. The implant components can be rigidly locked into a variety of
configurations, with each construct being tailor-made for the individual case.
Instrumentation is also available to facilitate implant of device components.

The purpose of this submission is to include the Streamline TL Crosslink to the
Streamline TL System. The Cross Link is designed to provide added fixation to the
spinal construct and is available in fixed (16 -45mm) and variable lengths (37 -
85mm).

Intended Use: The Streamline TL Spinal System components are non-cervical spinal fixation

devices intended as an adjunct to fusion for use as a pedicle screw (TI-52),
sacral/iliac screw fixation or as an anterolateral fixation system (T8-L5). Pedicle
screw fixation is limited to skeletally mature patients. These devices are indicated
for all of the following indications: degenerative disc disease (defined as discogenic
back pain with degeneration of the disc confirmed by history and radiographic
studies), spondylolisthesis, trauma (i.e. fracture or dislocation), deformities or
curvatures (i.e. scoliosis, kyphosis, and/or lordosis, Scheuermann's Disease), tumor,
stenosis, pseudoarthosis, and failed previous fusion.

Material: Screws, Set Screws, and Connecting components (including the Streamline TL
Crosslink) are comprised of Titanium Alloy per ASTM P136. Rods are comprised
of Titanium Alloy per ASTM F136 or Cobalt Chromium Molybdenum Alloy per
ASTM F 1537.

Performance Data: Compression bending fatigue and torsional static mechanical testing per ASTM
171717 was presented to characterize the performance of the Streamline TL construct
with the Streamline TL Crosslink.

The results of verification testing demonstrate that the Streamline TL Crosslink
functioned as intended and performed in a manner substantially equivalent to that of
the predicate system.

Performance and SE Comparisons of device performance data, materials, indications and design/function

Determination: to predicate devices were provided in making a determination of substantial
equivalence.
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DEPARTMENT OF HEALTH & HUMAN SERVICES ['Ililic Ilcahll v'icc

I inc SLn 6ieal Technology, Inc.

1/ PAs . Sarahl Mcityre

375 River Park Circle AO2 2
Marquette, Michigan 49855

Re: KI 11502
irade/Device Name: S treamline TI., Spinal System
Regulation Number: 21 CFR 888.3 070
ReQgulation Name: Bed ice screw spinal systemn
Reg0ulatory Class: Class Ill
Product Code: NKB. KWQ N4NI-l. N[~
Dated: May 27. 20 11
Received: May 31, 2011

Dear Ms. NMclntyre:

We have reviewed your- Section 510(k) Ipreliarket notification of intent to market the dex'ice
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to Mvay 28, 1 976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassi fled in accordance with the prov'isions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PN4A).
You may. therefore, market the device, Subject to the general controls provisions of the Act. Thie
general controls provisions of the Act include requirements for annual registration, listing of'
devices, good mnanufact11urin practice, labeling, and prohibitions against misbranding and
adulteration. Ple-ase note: CDRI- does not evaluate information related to contract liability
warranties. We remind you; however, that device labeling Must be truthful and not misleading.

ifyour dlevice is classified (see above) into either class 11 (Special Controls) or class Ill (PMA), it
may be Subject to additional controls. E'xisting major regulations affecting your device can be
found in the Code of Federal Regulation1s. Title 21, Parts 800 to 898. In addition, F-DA may

publish further annou0Lncements concern 1ifi onyour device in the Federal Register.

Please be advised that FDA's issuance ofa Substantial equivalence (leteirmination does not mean
that FDA has made a determination that Your device complies .xvith other requirements of the Act
or any Federal statutes and reCgulationIs adicrnistered by other Federal agencies. You Must
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comply with all the Act's requirements. incl uding, but not limited to: registration and listing (21I
CFR Part 807); l abelIing (2 1 (J-R Part 801 ); medicalI devi ce reporting (reporting of medicalI
device-relIated ad verse eventIs) (2 1C FR 803); good mn Lfti Irng p racti ce req ILiients ais set
forth in the quality systemIIs (QS) regulationl (2 1 CJR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

If you desire specific advice for1 your device on Our labeling regulation ( 21 CFR Part 801), please
go to http://wwxv. Ida. tov/A bout F DA/CenersO ffices/C 1)R-/CD RI-lOff ices/uIcmI I 5809.htin For
the Center for Devices and Radiological HeIalth's (CDRI-l's) Office of Compliance. Also, please
note the regulation entitled, 'Misbranding by reference to premarket notification" (21 CFR Part
807.97). For questions regarding the reporting of adverse events tinder the MDR regulation (21
CER Part 803), please go to
lhttp ://wwv. fda.,o\v/M'ecli cailDc \'ices;/Sa letv/iRcl) taPiobleim/de fauIlt.lhtml for the CD RI-Is Office
Of Surveillance and Biometrics/Division of Posiniarket Surveillance.

You may obtain other general information on your- responsibilities under the Act from the
Division of Small MvanIUfactutiers. Inuternationial and Consumer Assi stance at its toll-free nUmber
(800) 638-2041 or (301) 796-7100 or at its Internet address
lhttij://wwvw.fda.,,ov/M4clicaillDeviceS/IReSOur'CeSIf01YouI/CILuStry/defauI~lt.htmi.

Sincerely yours.

f, 0zark N. Melkerson
Director
Division of Surgical. Orthopedic

and Restorative Devices
Office of Device Evaluation
Center for Devices and

Radiological Health

Enclosure



2.0 indications for Use Statement

5 10(k) Number (if known): Kil 1 0 2-

Device Name: Streamline TL Spinal System

indications for Use: The Streamline TL Spinal System components are non-cervical spinal fixation devices

intended as an adjunct to fusion for use as a pedicle screw (TI -S2), sacral/iliac screw

fixation or as an anterolateral fixation system (TS-L,5). Pedicle screw fixation is limited to

skeletally mature patients. These devices are indicated for all of the following indications:
degenerative disc disease (defined as discogenic back pain with degeneration of the disc

confirmed by history and radiographic studies), spondylolisthesis, trauma (i.e. fracture or

dislocation), deformities or curvatures (i.e. scoliosis, kyphosis, and/or lordosis,
Scheuermann's Disease), tumor, stenosis, pseudoarthosis, and failed previous fusion.

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use_ _ OR Over-the-Counter Use_ _

(Per 2l CFR 80I.109)

(Div ion Sign-
Div ion of Surgical, O rthopedic,

aV dRestorative Deviccs
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